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W C. susrec peoicaTions) [

had been consuming numerous acetaminophen tablets as well as
cold preparations containing acetaminophen. The patient
also reported consumption o 6-12 cans of beer daily. In
the ED, _he was found to be afebrite, with mild labored
breathing. On exam, his liver was enlarged, and tabs
revealed an AST 1456, ALT 620, Alk Phos 256. The patient
was admnitted with presumed pneumonia and hepatitis secondary
to EtOH and APAP use. Blood toxicology revealed and APAP
level = 12, and a salicylate level <20. He was admitted to
the MICU and treated with 17 doses of N-Acetylcysteine, as
there was concern of chronic toxicity. He received
antibiotic therapy for his umonia and symptoms improved.
At time of dischar?e 10/8, LFT's were decreased, Alk Phos
203, AST 105, ALT 171. Fotlow-up visits with patient
indicate he has decreased his EtOH consumption and LFT's on
11/3/98 were further decreased, Alk Phos 127, AST 28, ALY

1. Patient identifier|2. Agg at event|3. Sex 4. Weight b 1. Name (give labeled strength & mfr/labeler, if known)
S
- or ()1 female or #1 Acetaminophen
) DOB: X1 male kgs | |#
@R ©. ADVERSE EVENT OR PRODUCT prosLEM [N | (2~ Oose. frequency & route [3.Therapy dates(if unk, give dur)
1. (X1 Adverse Event and/or [ 1 Product problem :1 31
2. Outcomes attrib. to event [ ] disability -
{ ) death { 1 congen anomaly . 4. Diagnosis for use (indication) 5. Event abated after
(mo/day/yy) [ J required intervention to use stopped or dose
[ 1 tife-threatening prevent perm impair/damage #1 reduced
[x) hospitalization - [ ) other: #
initial or prolonged 4 - #1 [Xlyes { lno [ IN/A
- 6. Lot # (if known) |7. Exp. Date # [ lyes { Ino [ IN/A
3. Date of event 10/03/1998 |4. Date of this Rept 1070371998
- #1 " : 8. Event reappeared
. Describe event or problem # # after reintroduction
72 y/o WM with PMH bladder carcinoma s/p cystectomy 9. NDC # for prod problems only .
presented to the ED with a 5 day history of productive #1 #1 [ lyes [ 1no [X]N/A
cough, fever, malaise, and myalgias. For his symptoms, he # # (lyes. [ Ino [ IN/A

10. Concomitant medical products and therapy dates

B 0. suspect meoicac oevice R

1. Brand name

2. Type of device

3. Menufacturer name

& address

4. o?erator of Dev.

{ ] Hith Profes.
{ 1 lay user/pat.
{ 1 other:

6. Relevant tests/laboratory data, including dates
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5. Expiration Date

6. Model#

catalog# 7. 1f implanted,
. give date

serial#

lot# 8. 1f removed,

give date
other#
9. Dev:: available for evaluation? (Do not send to FDA,

1 yes f1 no

[ ] returned to mfr on

10. Concomitant medical products and therapy wates

7. other relevant history, including preexist. med. conditions

— Ry

1. Name, address & ph

one #

Michael Sutherland, Pharm.D.
VA Medical Center

3200 Vine Street
Cincinnati, OH
Phone:

45220

(513) 861-3100

2. Health profess.?
X] yes [1 no

3. Occupation
Pharmacist

4. Also reported to

[ 1 manufacturer

MED INFO ASSOC  Mail MedWatch or FAX to:
Facsimile to: 5600 Fishers Lane 1-800-FDA-0178
Form 3500 Rockville, MD 20852-9787
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5. 1f you do NOT want
closed to the Kfr, pl

your identity dis-
ace an 'X' in box [ ]

{ ) user facility

{ 1 distributor

does not constitute an admission that medical

personnel or the product caused or contributed to the event.



